Quality assurance in phase II and III studies.
Quality control participates in the clinical research process by providing an auditing function to evaluate compliance with company standards and regulatory requirements. Additionally, quality control support is provided for the proper manufacture and release of clinical supplies and a day-to-day involvement in the clinical operation for the review of selected clinical documents, interactions with regulatory agencies, and the creation/review of clinical systems. The quality of the clinical study is the result of the combined efforts of the clinical personnel that perform the study and the support groups such as quality assurance.